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This is a guide for writing a Validation Report. The headings should be adhered to as closely as possible. Extra headings may be included if necessary. 

1.0 INTRODUCTION

Provide an overview of the validation activity. Include the following information: 

· Purpose and scope of the validation activity (i.e. what and why the equipment/process/material was validated.  

· How the validation was performed and assessed.

· Where the validation activity took place. 

· A reference to the validation protocol and the change plan (if available).

2.0 ACCEPTANCE CRITERIA
The acceptance criteria should be as stated in the validation protocol, thus the validation protocol may be referred to in this section. If the acceptance criteria have changed, explain the reason for change and table the altered set of acceptance criteria here.

3.0 ABBREVIATIONS & DEFINITIONS

Define any abbreviations or unfamiliar terms used in the report.
4.0 METHOD

Insert the validation protocol number (SOP-xxx-yyy). Include extra detail if required.
5.0 RESULTS

Summarise results. Do not include raw data in this section - this should be placed in an appendix and referred to only.

Tabulated format is not essential, however if practical, it does allow for a clear summary of findings.

Explanation of results is not contained in this section - this is included in the report under ‘Discussion’.

List all deviations, problems and changes to procedures that occurred during the validation. If there were no deficiencies then this must be recorded, e.g. “There were no failures or deficiencies linked to this validation”.
6.0 DISCUSSION
Explain results. Reference any results that do not meet the acceptance criteria and discuss a possible explanation for this outcome.

If there are any failures / deviations, explain the root cause and how the deviations / failures affect / do not affect the result of the validation. 
7.0 CONCLUSION AND RECOMMENDATIONS
This should include a statement as to the success or failure of the validation based upon meeting the acceptance criteria and impacts of any deviations. It should also include recommendations: 

· For implementation (if applicable), e.g. training and assessment of personnel.

· To correct any deficiencies that may not have been actioned during the validation.

8.0 END OF REPORT
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